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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1 -8, 1 0-1 7, 20-21 , 25, and 27 are rejected under 35 U.S.C. 1 02(b) as 
being anticipated by Malaviya et al. (US2003/0036797 A1 ). 

With respect to claim 1, Malaviya et al. discloses a biocompatible meniscal repair 
device (abstract), comprising: a biocompatible tissue repair scaffold (part 250, Fig. 26 
and placed in flaps in Fig. 29) adapted to be placed in contact with a defect in a 
meniscus (part 250 is capable of being placed next to the defect); and a cell growth 
conduit flap attached to the tissue repair scaffold (Fig 29, part 232 and 234 forming the 
flaps around part 250), the cell growth conduit flap being adapted to contact a tibial 
surface and communicate biological materials to a tissue defect in the meniscus (part 
234 contacts the tibial surface, and the flaps as a whole have open space to 
communicate biological materials from the vascularized area in which it contacts, P0024 
- Page 4). 
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With respect to claim 2, Malaviya et al. discloses that the cell growth conduit flap 
provides a conduit that enables cells and nutrients to travel from the synovium to the 
tissue repair scaffold and the tissue defect in the meniscus (the flaps in Fig 29 form 
together a wedged shape conduit in which cells can flow into from the vascularized 
area, which would enable cells to be able to travel from the synovium to the defect area 
via bodily fluids as described in P0153). 

With respect to claim 3, Malaviya et al. discloses that the cell growth conduit flap 
is adapted to contact the synovium, as it is capable of being placed next to the 
synovium. Examiner notes that while Malaviya et al. says the surgeon will generally 
leave an outer rim (P0134), it does not state that they are required to leave an outer rim, 
and can thus be placed against the synovium. 

With respect to claim 4, Malaviya et al. discloses that the scaffold is made of SIS 
(small intestine sub mucosa) or other ECM material (P0157), which is known in the art 
to be bioresorbable. 

With respect to claim 5, Malaviya et al. discloses that the compartments which 
form the scaffold could be made of a biocompatible polymer in substitute of ECM 
material, or can be made of a composite of the two (P0182, page 1 7, noting that it says 
it can be applied to other embodiments of the invention, such as Figure 29). The cell 
growth conduit flap can be made from an ECM material (P0138). Therefore, the 
scaffold and the flap can be made from different materials. 
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With respect to claim 6, Malaviya et al. discloses that both the scaffold and the 
flap can be made of the same materials (Scaffold made of naturally occurring ECM 
material - P0157, Flap made of naturally occurring ECM material - P0138). 

With respect to claim 7 and 8, Malaviya et al. discloses that the scaffold and cell 
growth conduit flap include a least one polymer derived from monomers selected from 
the group consisting of glycolide, lactide, and dioxanone (P0011 states that a mass is 
filled within the flap space, such as the scaffold and the flap would include within them 
said mass. P001 1 also states in various embodiments the mass can be made of 
biocompatible polymers, which is later disclosed as glycolide, lactide, dioxanone, and 
other polymers in P0036. Furthermore, the flap and scaffold could be made in part of 
these materials as described in P0182.). 

With respect to claim 10, Malaviya et al. discloses that the scaffold is made from 
naturally occurring ECM as explained above with respect to claim 6, which it is inherent 
that it contains natural polymers. 

With respect to claim 1 1 , Malaviya et al. discloses that viable tissue is disposed 
within the scaffold (biologically derived agents, P0159 - the agents can be tissue as 
described in P0033). It is inherent that the tissue would integrate with the native tissue. 

With respect to claim 12 and 13, Malaviya et al. discloses that the scaffold can 
contain within it bioactive agents, as stated in P0159. The bioactive agents, described 
in P0032, can be growth factors or other agents that stimulate cell growth. 
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With respect to claim 14, Malaviya et al. discloses that the cell growth conduit 
flap and scaffold can be formed from a single piece, as they both can be made from the 
same large sheet of ECM material and cut as desired to form the specific parts. 

With respect to claim 15-17, Malaviya et al. discloses in Figure 29 that the flap 
and scaffold are oriented together that they are substantially perpendicular. 
Furthermore, the scaffold conical sections are capable of being oriented in other 
directions to form shapes of a "T" or "L". 

With respect to claim 20, Malaviya et al. discloses that the cell growth conduit 
flap appears to have a void volume of 50-95% as shown in Fig. 29. 

With respect to claim 21 , Malaviya et al. discloses a method of surgically 
repairing meniscal defects, comprising: providing a tissue repair scaffold having 
attached thereto a cell growth conduit flap (see explanation above for claim 1); 
positioning the tissue repair scaffold in contact with a defect in a meniscus while 
positioning the cell growth conduit flap in contact with a tibial surface (P0024 states that 
the device is placed in a space where a portion of the meniscus has been removed (the 
scaffold is in a defect area, and therefore is in contact with the defect), where the cell 
growth conduit flap would be placed on the tibial surface); and fixing the tissue repair 
scaffold in position (P0156 explains that the scaffold is placed in position in between the 
conduit flaps), wherein the cell growth conduit flap allows cells and nutrients to travel to 
the defect in the meniscus and thereby encourage healing of the meniscus (P0024, 
page 4 explains that blood and fluid would travel to the inner portion of the device to 
regenerate the meniscus). 
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With respect to claim 25 and 27, the above reasoning can be used with respect 
to claim 21 , noting that the cell growth conduit flap is positioned when placing it in the 
removed area, and the v-shape can be considered the conduit area as the nutrients will 
travel from the large cross sectional area portion to the small cross sectional area 
portion, further explained above with respect to claim 2. 

3. Claims 1 and 18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Malaviya et al. (US 2004/0143344). 

With respect to claim 1 , Malaviya et al. discloses a biocompatible meniscal repair 
device (Abstract, used in meniscal implants - P0045), comprising: a biocompatible 
tissue repair scaffold (Fig. 9, part 14) adapted to be placed in contact with a defect in a 
meniscus (Fig. 8 and 8a); and a cell growth conduit flap attached to the tissue repair 
scaffold (Fig. 9, part 12, layered cover), the cell growth conduit flap being adapted to 
contact a tibial surface (the cover is capable of being attached to the tibial surface) and 
communicate biological materials to a tissue defect in the meniscus (part 12 can be 
made of bioremodelable or ECM material which can communicate biological materials. 
P0049). 

With respect to claim 18, Malaviya et al. discloses that the thickness of the cell 
growth conduit flap is less than the thickness of the tissue repair scaffold, as clearly 
shown in Fig. 9. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 9, 24, and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Malaviya et al. (US 2003/0036797). 

With respect to claim 9, Malaviya et al. discloses that the scaffold and flap can 
include glycolide and L-lactide as explained above with respect to claim 7-8. Malaviya 
also discloses that any copolymer used in implants can be utilized (P0036). Malaviya 
does not specifically state that this device uses the copolymer of glycolide and L-lactide. 
However it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute the material with the copolymer of glycolide and L- 
lactide, as it is well known in the art to use the copolymer of glycolide and L-lactide and 
Malaviya et al. states that copolymers can be used. 

With respect to claim 24 and 26, Malaviya et al. does not explicitly disclose that 
the cell growth conduit flap is in contact with the synovium. However, Malaviya does 
state that one or more of the layers of the material forming the upper cover or the lower 
cover may be formed to provide tabs extending away from the device to facilitate 
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attachment to the surrounding tissue (end of P0038). This would still be attached and 
apart of the growth conduit flap, and could extend to the synovium, as it is a surrounding 
tissue of the meniscus. Therefore it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to place the cell growth conduit flap in 
contact with the synovium, as it would allow for attachment of the device as explained 
above. 

7. Claims 22-23 and 28-29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Malaviya et al. (US 2003/0036797) in view of Li et al. (US 4,790,819). 

With respect to claims 22-23 and 28-29, Malaviya et al. does not disclose the 
step of rasping the meniscus before positioning the cell growth conduit flap. However, 
Li et al. discloses in the background of the invention, first paragraph, that the initial 
phase in wound repair is a fibrin clot. They further state that this is absent in meniscal 
tears, and the synovium and meniscus are rasped to get the blood supply into the area 
to be able to form a clot (therefore the step would be before positioning any devices in 
the tear, as it should be the initial phase of the healing). Therefore it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to provide 
the step of rasping the meniscus and synovium before placing the cell growth conduit 
flap in position in view of the teaching of Li et al., as it can provide an increased blood 
supply to help form a clot and promote wound repair, as explained in the first paragraph 
of the background of the invention. 

8. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Malaviya 
et al. (US 2004/0143344) in view of Malaviya et al. (US 2003/0044444). 
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With respect to claim 19, Malaviya et al. (US 2004/0143344) discloses that the 
cell growth conduit flap can be made from ECM material (P0049). Malaviya et al. (US 
2004/0143344) does not disclose that the density is in the range of about 150-350 
mg/cc. However, Malaviya et al. (US 2003/0044444) discloses an ECM scaffold that 
can be made to have a desired density (P0035). Therefore it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to modify the ECM 
material in view of the teaching of Malaviya et al. (US 2003/0044444), as one of 
ordinary skill in the art would recognize that you could change the densities of the 
material to suit the needs of the application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin P. Rice whose telephone number is (571) 
270-3507. The examiner can normally be reached on Monday - Thursday 7:30am- 
5:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrence Till can be reached on (571) 272-1280. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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